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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on 6/19/2007 has been entered. 

2. Currently, claims 56-57, 63-66, 70, 94-95, and newly added claims 114-118 are pending 
in the instant application and under consideration at this time. The following rejections are either 
reiterated or newly applied. They constitute the complete set being presently applied to the 
instant Application. This action is Non-FINAL. 

3. The text of those sections of Title 35, U.S. Code not included in this action can be found 
in a prior Office action. 

4. Applicant's arguments at pages 8 and 9 of the response dated 6/19/2007 are persuasive. 
Accordingly, the rejection of claims 57 and 65 under 35 USC 102(e) as being anticipated by 
Kaslow is withdrawn. All other rejections not reiterated herein are moot in view of either the 
amendments to the claims or the cancellation of the claims. 
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Claim Rejections - 35 USC § 112 

5. Claims 94-95, and 1 14-118 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

The independent claims 94, 95, and 1 14 are indefinite in their recitation of "genotyping 
the subject for the presence of a CCR5 haplotype pair". It is unclear if the claims are limited to 
the actual detection of the haplotype pair (in which case, they would be identical in scope to 
claims 56, 57, and 70), or if they more broadly encompass genotyping any position of the CCR5 
haplotype as long as it determines whether the haplotype is present or not, but do not actually 
require that the haplotype be detected. The metes and bounds of the claims are different in each 
of these alternative embodiments. Although the specification teaches how to perform a 
genotyping step, the claim does not make clear if the recitation limits the claim to the detection 
of a haplotype pair or to a screen to determine the alleles of a particular haplotype. 

Claim Rejections - 35 USC § 102 

6. Claims 94, 95 and newly added 1 14-118 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Mummidi (Mummidi et al; Nature Medicine, vol. 4, July 1998, pages 786-793). 

Claims 94, 95, and 1 14-18 are drawn to "genotyping for the presence of a CCR5 
haplotype pair". The only active step is "genotyping for" which does not make clear if the 
claims are limited to the actual detection of the haplotype pair, if they encompass genotyping to 
determine the identity of the allele at each position of the CCR5 haplotype to determine if the 
particular haplotype is present, or if they more broadly encompass genotyping any position of the 
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CCR5 haplotype as long as it determines whether the haplotype is present or not, but do not 
require that the haplotype be detected. Accordingly, the claims have been given their broadest 
reasonable interpretation to be drawn to a method of determining whether a particular haplotype 
is there or not. Mummidi teaches methods of genotyping to determine alleles of CCR5 
haplotypes (see table 1). Further, at table 2, Mummidi teaches detection of the CCR5 A32 allele 
(deletion) in Caucasians. The specification at page 136 (lines 21-29) and figure ID, define the 9 
different CCR5 haplotypes (HHA, HHB, HHC, HHD, HHE, HHF*1, HHF*2, HHG*1, and 
HHG*2). The HHE haplotype is defined as including the CCR5 wt (or "+") allele (lack of 32 
base pair deletion). Accordingly, Mummidi inherently teaches detecting the lack of a HHE/HHE 
haplotype pair in human Caucasians because the HHE haplotype requires the CCR5 wt allele 
(lack of A32). Additionally, at table 2, Mummidi teaches detection of the CCR2 641 allele in 
Caucasians and African Americans. The specification at page 136, teaches that the only 
haplotype to contain the 641 variant is HHF*2. Accordingly, in teaching detection of the CCR2 
641 variant, Mummidi inherently teaches detecting the absence of HHE/HHE, HHC/HHF*1, 
HHC/HHE, HHC/HHC, HHC/HHD in Caucasians and African Americans because each of these 
haplotypes require the CCR2 64V variant. 

Alternatively, the claims can be interpreted as requiring genotyping each allele of the 
CCR5 haplotypes as defined by the instant specification (that is, positions 29, 208, 303, 627, 
630, 676, 927, A32, and the CCR2 V/I allele), to determine the identity of the allele, but that 
detection of a particular haplotype or haplotype pair is not required. 

Mummidi teaches genotyping positions of the CCR5 gene of individuals on both CCR5 
alleles, including detecting the CCR2 V/I mutation and the 32 base pair deletion in the CCR5 
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ORF (see Figure 1) using a set of nucleic acids (page 792, col. 2 "Genotype analysis" to page 
793 para 1 first column). Further, Mummidi teaches sequencing the CCR5 region from -73 1 to 
+981 (para bridging pages 792-793). Thus Mummidi teaches "genotyping", that is determining 
the identity of the allele, at each position of the claimed CCR5 haplotypes at each position as 
defined .by the specification (that is, positions 29, 208, 303, 627, 630, 676, 927, A32, and the 
CCR2 V/I allele). 

It is noted that the preamble recitation has not been given any patentable weight as the 
genotyping step does not require the actual detection of the indicated CCR5 haplotype pairs. 

7. Claims 94, 95, and 1 14-118 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Kaslow (US Patent, 6,372,435). 

With regard to claims 94, 95, 1 14-118, which are drawn to "genotyping for the presence 
of a CCR5 haplotype pair", detecting the "absence" of particular haplotype pairs. The only 
active step is "genotyping for" which does not make clear if the claims are limited to the actual 
detection of the haplotype pair, if they encompass genotyping to determine the identity of the 
allele at each position of the CCR5 haplotype to determine if the particular haplotype is present, 
but do not actually require that the haplotype be detected, or if they more broadly encompass 
genotyping any position of the CCR5 haplotype as long as it determines whether the haplotype is 
present or not, but do not require that the haplotype be detected. Accordingly, the claims have 
been given their broadest reasonable interpretation to be drawn to a method of determining 
whether a particular haplotype is there or not. At table 5, Kaslow teaches detection of the CCR5 
A32 allele (deletion) in Caucasians (annotation b). The specification at page 136 (lines 21-29) 
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and figure ID, define the 9 different CCR5 haplotypes (HHA, HHB, HHC, HHD, HHE, HHF* 1, 
HHF*2 5 HHG* 1, and HHG*2). The HHE haplotype is defined as including the CCR5 wt (or 
"+") allele (lack of 32 base pair deletion). Accordingly, Kaslow inherently teaches detecting 
the lack of a HHE/HHE haplotype pair in humans as well as human Caucasians because the HHE 
haplotype requires the CCR5 wt allele (lack of A32). Additionally, at table 8, Kaslow teaches 
detection of the CCR2 641 allele in Caucasians and African Americans. The specification at 
page 136, teaches that the only haplotype to contain the 641 variant is HHF*2. Accordingly, in 
teaching detection of the CCR2 641 variant, Kaslow inherently teaches detecting the absence of 
HHE/HHE, HHC/HHF* 1, HHC/HHE, HHC/HHC, HHC/HHD, in Caucasians and African 
Americans because each of these haplotypes require the CCR2 64V variant. Further, Kaslow 
teaches that the haplotype pair HHC/HHD (P*0101/*0103) was not found (col. 28, lines 51-52 
and table 4). It is noted that the preamble recitation has not been given any patentable weight as 
the genotyping step does not require the actual detection of the indicated CCR5 haplotype pairs. 

The specific haplotype pairs HHE/HHE, HHC/HHF* 1, HHC/HHE, and HHC/HHD are 
not taught by Kaslow as the genotype assessments made by Kaslow do not distinguish HHE 
from HHG*1 from HHG*2 (P*0201), or HHF*1 from HHF*2 (P*0202). 

Conclusion 

8. Claims 56, 57, 63-66 and 70 are allowable over the cited prior art. 

9. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to examiner Jehanne Sitton whose telephone number is (571) 272- 
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0752. The examiner can normally be reached Monday-Thursday from 8:00 AM to 5:00 PM and 
on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla, can be reached on (571) 272-0735. The fax phone number for this 
Group is (571) 273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 
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